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DETAILED ACTION 

Receipt is acknowledged of applicant's Amendment/Remarks filed 4/23/2008 and 
Supplemental Amendment/Remarks 5/13/2008. The supplemental reply filed on 
5/13/2008 was not entered because supplemental replies are not entered as a matter of 
right except as provided in 37 CFR 1.111 (a)(2)(H). The Office may enter a supplemental 
reply if the supplemental reply is clearly limited to: 

(A) Cancellation of a claim(s); 

(B) Adoption of the examiner suggestion(s); 

(C) Placement of the application in condition for allowance; 

(D) Reply to an Office requirement made after the first reply was filed; 

(E) Correction of informalities (e.g., typographical errors); or 

(F) Simplification of issues for appeal. 

The supplemental reply does not fall into any of the categories described above, thus 
the supplemental amendment was not entered. 

Claims 1,4,6,8,1 3-60, 62, 70, 71 , 77 and 78 are cancelled. Claims 84-1 1 0 are 
new. Claims 2, 7, 10, 68, 69, 82 and 83 are currently amended. Thus, claims 2, 3, 5, 7, 
9-1 2, 61 , 63-69, 72-76, 79-1 1 0 are pending. 

Maintained Rejections 

No previous objections/rejections have been maintained from the Office Action 
dated 1/23/2008. 

Response to Arguments 

The cancellation of claim 8 renders the previous objection to said claim moot. 
Thus, the objection has been removed. 
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The cancellation of claim 6 and amendments to claims 7, 10, 68, 69, 82 and 83 
render the previous rejections under 35 USC 112, 2 nd paragraph of those claims moot. 
The cancellation of claim 6 also renders the Double Patenting warning moot. Thus, said 
112 rejections and Double Patenting warning have been withdrawn. 

Applicant's amendment dated 4/23/2008 renders the rejections under 35 USC 
102 and 103 moot. Thus, said 102 and 103 rejections have been withdrawn. However, 
upon further consideration, new rejections are made under 35 USC 102 and 103 
utilizing Thomson (US 2002/0018884 A1), Van Antwerp (US 2003/0031699 A1) and 
Pinchuk (USPN 5,229,431 ). See New Rejections below. 

It is noted that claims 109 and 1 10 are effectively previous claims 68 and 69. 
Previous claims 68 and 69 were rejected under 35 USC 103 over the combination of 
Thomson and Pinchuk in the Office Action dated 1/23/2008. Applicant indicates that 
new claims 109 and 1 10 are distinguishable from the teachings of the prior art, however 
does not provides reasons as to why the claims are distinguishable over the prior art. 
See page 13 of Applicant's Remarks dated 4/23/2008. As such, the examiner is 
utilizing the same art rejection under 35 USC 103 over the combination of Thomson and 
Pinchuk but modifying the claim numbers from 68 and 69 to 109 and 110. See New 
Rejections below. 
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New Objections/Rejections 

After further consideration and in light of applicant's amendments submitted 
4/23/2008, the following objections/rejections are newly added: 
Claim Objections 

Claims 10 and 89 are objected to because of the following informalities: said 
claims include the limitation "the one or more therapeutic agents are selected from the 
group consisting of... and mixtures of two or more ". The underlined portions are 
repetitive because "one or more" implies "mixtures of two or more". It is suggested that 
applicant remove the repetitive language. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2, 3, 5, 7, 9-12, 61, 63-69, 72-76, 79-110 are rejected under 35 
U.S.C. 1 1 2, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Claims 2, 61, 84, 92 and 109 include the limitation "resilient". It is unclear what is 
meant by said limitation. Resilient to what? And to what extent? Also, the specification 
lacks a clear definition of what is intended by said limitation. As such, said limitation is 
indefinite. 

Claims 2, 84 and 109 include the limitation "at least partially hydrophobic". The 
term is unclear because the limitation could mean that there is a block, graft or pendant 
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Art Unit: 1615 

included that is hydrophobic or it could include a typically "hydrophilic" polymer such as 
polyvinyl alcohol (PVA) that has a hydrophobic moiety in its backbone. The structure of 
PVA is provided below for applicant's convenience. 



Effectively, said limitation includes hydrophilic, hydrophobic and amphiphilic polymers. 
Also, the specification lacks a clear definition of what is meant by said limitation. As 
such, said limitation is indefinite. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



Claim 84, 86-97 and 100-108 are rejected under 35 U.S.C. 102(a/e) as being 
anticipated by Thomson (US 2002/0018884 A1). 

Thomson teaches a foam composite comprising reticulated hydrophobic 




OH 



Claim Rejections - 35 USC § 102 



polyurethane foam substrate that is coated with a coating comprising a hydrophilic 
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polyurethane prepolymer (paragraph [0012]; Figure 1). Said hydrophilic coating can be 
a hydrophilic polyurethane foam coating (paragraph 0015). One embodiment 
comprises a coating of a mixture of a hydrophilic polyurethane and a hydrophilic 
hydrogel (paragraph [0130]). Said hydrogel can be based on polysaccharides including 
alginate, carrageenan, agar, etc. (paragraph [0130]). Said polysaccharides are well- 
known in the art as "biodegradable". It is noted that claim 84 includes the limitation "the 
coating comprises a biodegradable polymer" and as such the examiner is taking into 
account the open language, i.e., the coating need not be fully biodegradable. Thomson 
also teaches embodiments that include an active ingredient in the hydrophilic coating 
(paragraph [0014]). Said active ingredients include pharmaceutical, enzymes and 
human cells (paragraph [0147]). Figure 20 illustrates a particular drug delivery 
embodiment. Thomson teaches void volumes of up to 98% and pore size from 4 to 100 
pores per linear inch (ppi) (paragraph [0070]). Regarding the limitations of claims 104- 
106, absent of a showing of evidence to the contrary, said pore sizes taught by 
Thomson read on the pore sizes claimed. Regarding the limitations of claims 90 and 
91 , Thomson teaches various shapes (paragraph [0071]). It is also noted that generally 
limitations drawn to shapes are not accorded patentable weight (see MPEP 2144.04 (I) 
and (IV)(A)-(B)). Regarding the limitations of claims 86 and 92-97, said limitations are 
considered taught by the prior art, because the prior art teaches the claimed invention 
comprising the same materials. Regarding claims 101 and 102, Thomson contemplates 
coatings in the form of films and hydrogels (paragraphs [0092]-[0097] and [0130]). 
Regarding claim 103, the polyurethane coating and hydrogels mentioned previously 
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read on non-biodegradable polymers as evidenced by paragraph [00179] of the instant 
specification. Thus, teachings of Thomson render the instant claims anticipated. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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Claims 85, 98, 99, 109 and 110 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Thomson (US 2002/0018884 A1) in view of Pinchuk (USPN 
5,229,431). 

Thomson teaches the elements discussed above. 

Thomson is silent to including an active agent into the scaffold as well as the 
particular scaffold material containing polycarbonate polyurethane. 

Pinchuk teaches a polycarbonate urethane foam suitable for medical prosthesis 
and implants (abstract). Said suitable medical prosthesis and implants include drug 
eluting matrices (col. 3, line 4). 

One of ordinary skill in the art would have been motivated to include the 
particular material polycarbonate urethane because of it crack-resistant, elastomeric 
and pliable properties (abstract). A practitioner would have reasonably expected said 
material to withstand the stresses and degradation conditions once implanted in the 
body. One skilled in the art would have additionally expected inclusion of an agent 
within the matrix to effectively elute into the body. Thus, in Thomson, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
include the particular material polycarbonate urethane as well as an active agent into a 
scaffold as suggested by Pinchuk. 

Claims 2, 5, 7, 9-12, 61, 63-67, 72-74, 76, 79-83 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Thomson (US 2002/0018884 A1) in view of Van 
Antwerp (US 2003/0031699 A1). 
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Thomson teaches the elements discussed above. 

Thomson is silent to microspheres. 

Van Antwerp teaches polymer coated implantable medical devices having a 
bioactive material posited in or on at least a portion of the coating layer, wherein the 
coating layer provides for controlled release of the bioactive material from the coating 
layer (abstract). Said coating can be hydrophilic or more specifically a hydrogel 
(paragraphs [0028], [0031] and [0035]). In a particular embodiment, Van Antwerp 
teaches that the coating comprises a bioactive that is encapsulated via e.g., a 
microsphere or microparticle (paragraphs [0062], [0080], [0082] and [0083]). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the teachings of Thomson and Van Antwerp because both teach 
hydrophilic coatings comprising an active agent for the purpose of controlled release of 
said active agent. One of ordinary skill in the art would have been motivated to 
incorporate the microspheres of Van Antwerp into the coating of Thomson because Van 
Antwerp teaches that the microspheres assist in further modulating or controlling the 
release of the active agent (see Van Antwerp at paragraphs [0080] and [0083]). A 
practitioner would have a reasonably expected a hydrophilic coating comprising 
microspheres containing a bioactive. Thus, in Thomson it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to incorporate 
microspheres as suggested by Van Antwerp. 
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Claims 3, 68 and 69 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Thomson (US 2002/001 8884 A1 ) in view of Van Antwerp (US 2003/0031 699 A1 ) 
and further in view of Pinchuk (USPN 5,229,431 ). 

Thomson and Van Antwerp teach the elements discussed above. 

Thomson and Van Antwerp are silent to including an agent into the scaffold as 
well as the particular scaffold material being polycarbonate polyurethane. 

Pinchuk teaches a polycarbonate urethane foam suitable for medical prosthesis 
and implants (abstract). Said suitable medical prosthesis and implants include drug 
eluting matrices (col. 3, line 4). 

One of ordinary skill in the art would have been motivated to include the 
particular material polycarbonate urethane because of it crack-resistant, elastomeric 
and pliable properties (abstract). A practitioner would have reasonably expected said 
material to withstand the stresses and degradation conditions once implanted in the 
body. One skilled in the art would have additionally expected inclusion of an agent 
within the matrix to effectively elute into the body. Thus, in Thomson and Van Antwerp, 
it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to include the particular material polycarbonate urethane as well as an active 
agent in the scaffold as suggested by Pinchuk. 



Conclusion 

All claims have been rejected; no claims are allowed. 



Application/Control Number: 10/692,055 Page 1 1 

Art Unit: 1615 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Casey Hagopian whose telephone number is 571-272- 
6097. The examiner can normally be reached on Monday through Friday from 8:00 am 
to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carlos Azpuru, can be reached at 571-272-0588. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Casey S Hagopian/ 
Examiner, Art Unit 1615 



/Carlos A. Azpuru/ 

Primary Examiner, Art Unit 1615 



